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Overview

Dietary Supplement Health and Education
Act (DSHEA) of 1994

Excluded “supplements” from regulation as
drugs or drug products

FDA must prove product is unsafe before
product removed




Dietary Supplements

FDA definition

Vitamins, minerals, herbs, amino acids and any other dietary
supplements

Other definitions
Herbals are plant derived (botanicals)

Dietary supplements (nutritional supplements) include all
others

Cofactors
Vitamins
Hormones
Enzymes
Amino acids




Dietary Supplement Sales
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$ Billions

Nutrition Business Journal 2001:6:1-3




Dietary Supplement Market

Year 2000 Dietary Supplement Sales
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Good Manufacturing Practice

Products regulated under “Current Good
Manufacturing Practice in Manufacturing,
Packing or Holding Human Food"

Maintenance of buildings and facilities, food
handler requirements and safety standards

Building Maintenance
Product Handler Requirements




Labeling Requirements

Statement of identity (e.g., "ginseng")

Net quantity of contents (e.g., "60 capsules")
Structure-function claim and the statement:
"This statement has not been evaluated by the
Food and Drug Administration. This product

IS not intended to diagnose, treat, cure, or
prevent any disease.”




Labeling Requirements

Directions for use

Supplement Facts panel
lists serving size, amount, and active
Ingredient

Other ingredients

In descending order of predominance and
by common name or proprietary blend

Name and address of manufacturer, packer
or distributor




Supplement Facts Panel
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ldentifying Fraudulent Claims

Any product that carries the following
wording:

Breakthrough

Magical

Miracle Cure

New Discovery
Pseudo-medical jargon

Purify

Detoxify

Energize
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http://vm.cfsan.fda.gov/~dms/fdsupp.htmi




ldentifying Fraudulent Claims

Any product that claims it can cure a wide
range of unrelated medical conditions

Claims that the product has only benefits and
no side effects

Lack of scientific references or ones that are
out of date

Any product that claims it has been hidden
from the public by government, the medical
profession or other organizations
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Advertising Claims

Results Not Typical




Health Care Implications

Products are considered by some as
mainstream

Many misconceptions

Consumers may or may not be dissatisfied
with their health care

These products are more consistent with their
life-style




The Issues

Increased use has led to increased emphasis
on interactions

Surgical patients frequently use herbal
products and rarely disclose their use

Various surveys estimate:
22% presurgical patients routinely use herbs
51% presurgical patients routinely use vitamins
8% report taking multiple herbs

27% of patients use herbs that can interfere with
blood clotting

Tsen LC et al. Anesthesiology 2000;93:148-51
Norred CL et al. AANAJ 2000;68:13-18




Predictors for Use

Survey of presurgical patients in five California
hospitals

Average age between 35-49
Females > Males

Level of education: completed professional
school, college educated

Predominantly Caucasian, Asian and
Hispanic

Average yearly household income >$60,000
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Predictors for Use

More likely to use if patients also had.:
sleep disturbance
joint or back problems
allergies
drug dependence
history of general surgical procedures

Leung JM et al. Anesth Analg 2001;93:1062-68




Non-Disclosure of Use

n 1993 nondisclosure estimated at 70%
n 1998 nondisclosure estimated at 40%

People are more likely to disclose use if
seeking care for different problem
Periodic health review

30% disclosed use on a form

61% disclosed use in direct interview (only if
asked)

Multiple reasons for non-disclosure
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Reasons for Non-Disclosure

Impression of disinterest
Anticipation of a negative response

Perception that physician is unable or
unwilling to contribute helpful
Information

CAM therapies irrelevant to medical care
Coordination of care is personal choice

Adler SR et al. J Fam Pract 1999:48:453-58




Side Effect Reporting

Frequency of reporting is low (4.3%)

Most will stop taking the herb; others will
seek medical attention; of these only a
few are reported

Users are less likely to attribute adverse
event to herb (26%) than to a drug (30%)

Users from health food store less likely
to report adverse event at all

Barnes et al. Br J Clin Pharm 1998:45:495-500




Consumer Behavior

What do consumers do when they get sick?
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Consumer Behavior

What are the most popular reasons for using DS?
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Where Consumers Get Information

Pharmacist
Television
Doctor

Health Food Store

Books
Magazines

Friends/Family

50

Prevention, 1997




Where Consumers Get Information

1-800 Number
Internet
Pharmacist
Health Food Store
Doctor

Books

Advertising

Product Labels
Magazines

Friends/Family

50 10)

Prevention, 1999




Your Health Care Provider’s Role

They should ask and document it in your medical
record

Consumers are quite savvy: they should not
dismiss the issue

Three-tiered model for use or RTA approach
Recommend
Tolerate
Avoid

Provide monitoring guidelines

Help patients set realistic goals

24




FDA Warnings

The FDA posting warnings of contaminated or
harmful supplements

Tiratricol or TRIAC (trilodothyroacetic acid)
Aristolochic acid

FDA advisory to remove comfrey products
from the market

FTC announcements to take action against any
marketing related to comfrey including that on
the Internet

Ephedra alkaloids
25

www.fda.gov




Ephedra

Ephedrais an herb derived from the shrub
Ephedra sinica

Contains many active components; one of
which is ephedrine

Ephedrine has a variety of actions on the body

Used for weight loss to decrease appetite and
Increase metabolism

Hundreds of serious effects and at least 80
deaths

26

www.fda.gov




Ephedra

Series of articles reviewing the ephedra cases
Lots of publicity in the press

Various states have set labeling/sales
regulations

Many law suits brought against some of the
top manufacturers

Liability insurance premiums have increased

Bush Administration ordered an independent
review of ephedra expected in March 2003

Now ephedra-free products being sold
27

www.fda.gov




Adverse Reaction Reporting

The Office of Inspector General prepared a
report on the status of dietary supplements
adverse effects through the MedWatch
program

Found limited:
medical information
product information
manufacturer information
consumer information

ability to analyze trends
www.fda.gov




Adverse Reaction Reporting

Facilitate greater detection of adverse events
Mandatory manufacturer reporting
Include Poison Center reports
Notify consumers/remind professionals to report

Obtain more information on each report
Detailed medical information
Manufacturer registration with FDA
Product registration with FDA
Notify manufacturers of serious FDA reports
New database for tracking

www.fda.gov




Institute of Medicine Report

FDA attempting to set up a regulatory system;
asked IOM for areview of the dietary
supplement industry

IOM created and recommended guiding
principles in establishing a framework for FDA
review of potentially unsafe products

First priority supplements for evaluation:

Chaparral Melatonin
Chromium picolinate Saw palmetto
Glucosamine Shark cartilage
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USP NF

United States Pharmacopoeia/National
Formulary

Non-profit corporation that sets standards for
drugs and biologics

Creating standards for botanicals and other
dietary supplements
Heavy metal content (e.g. Lead content in ppm)
Bacteria (Staph/E. coli)
Pesticide residues
Contaminants
Product conformity testing

WWW.USp.org




Consumer Perceptions

Q: If agovernment agency said that a particular
supplement was ineffective, what would you do?

A. Stop using the supplement 25%
B. Keep using the supplement 72%
C. Do not know 304

Blendon RJ et al. Arch Intern Med 2001:161:805-10




Consumer Perceptions

Q: Should dietary supplements be removed from
the market if the FDA shows they are unsafe?

A.Yes 719%
B. No 19%
C. Do not know 1%

Blendon RJ et al. Arch Intern Med 2001:161:805-10




Consumer Perceptions

Q: Should NEW dietary supplements be sold
only after they have been tested by the FDA ?

A.Yes 80%
B. No 17%
C. Do not know 304

Blendon RJ et al. Arch Intern Med 2001:161:805-10




Consumer Perceptions

ncreased federal regulation to ensure safety

ncreased FDA authority to remove unsafe
oroducts from the market

ncreased authority for FTC and FDA to
Intervene on false or misleading advertising
claims

Blendon RJ et al. Arch Intern Med 2001:161:805-10




The Need for Evidence

National Institutes of Health (NIH) funded 12
National Complimentary and Alternative
Medicine (NCCAM) specialty centers

Each coordinating research in the area of
specific CAM modalities

Various systematic reviews and meta-analyses
conducted to assess existing studies

Prospective RCT studies are underway for
glucosamine, kava and various others

36

Computer Retrieval Information Scientific Projects (CRISP)




Resources

Tips For the Savvy Supplement User: Making
Informed Decisions and Evaluating Information

http://www.cfsan.fda.gov/~dms/supplmnt.htmi

United States Pharmacopoeia (USP) created the
Dietary Supplement Verification Program

http://www.usp-dsvp.org

Consumer Lab
www.consumerlab.com

37




A FOA[CFSAN - Tips For The Savvy Supplement User: Making Informed Decisions And Evaluati
| Bl Edit Wiew Favorites Tock Hep

IL5. Faad & Thnes Adminbrtades
 euier i Food Baber 4 |t|-":.- 1 Mgint

Dieta ry Supplc ments

Tips For The Savnvy Supplement User;
Alaking Informed Decisions And Evaluating Information

FOUA, i wall o8 Tralls prafiasarnals and hen Grgerotelines, cof i many oqiened eich Yeer fos conshees seddeeg heslth-niland infoesshon, aiprendy showl deiey dupeleneoes. Claardy, peopl chosstng 1o supplemen
v el erith Berbals, vHorens. mnersls, ar ciier pubrianses warnt 1o kmow moes st the producte fhey choose po that they canmake mfoowed deciovore shoot them The chaice b ues g disfary puppdemend cun be 4 wss
it o Thal grovid e s Dol bemefils. Howeswes, iedef £erlid; cuvisslan 64, B prodirls @ay be uel sgeey foe good bewlh of They may even oe ile iEsapaiind ssks
oven s abuesdenes ared eoaflitng naliss of el alisn s W avelslls alail Slary sopphenls, oo @il need Relp Lo sorl the sebah s offsireadl oo froch the gussliosbls. BEslow e lgd shd tesdidicss Lhal we hope sl
Eelp vz b 4 perery debtary supplenent uger The prneiplee tmdarbng these ips e s to thoes prmoples § sevvy sonmemer woruid nes for s product

= Bt Paini b Toridides

< Tipnan Feaivhing ths Wek B Infarstian s Daviacy Supglomends

< Thlngw Tigs apd Te-The'y

Haie: Links #o nos-Fedoral ool of gerineions, Dund om His s ord provided sofely 65 o J0reice Mo CoHRMTS Sad G mod Fpraseer a0 FL andorarsa it o s oF gatizeions o thair prodiacts (For Masounoas
#er Zeleried Refenenoes: )

! Basic Points to O onsdder

« Do | need to think abowt my total diet?
Teow Dhwiary sspplements ars aanded in mepplemen S dets of snge peopls, ek ot 1o peplacs e Salancs of the vansty of fode sepociand la s heslther det Whals you peed ensiugh rratnenis, bao mich aof goms
mnEnss oun cslge peolilens Yoo cen fnil ifoarmalion om The Amirticns aod patenlisl betedits of viesans wl fenendds, o8 ol a5 opper sofs beds o manssts o the Hsions A cademy of Sciennes Web sie ai
btz Uvpermprddisniesherend FapeTHE - Ragsiia

« Should T check with imy doctor or healthcare provider belfore usdng a supplement 7
Thesas & goail ifhes, eapecially fn £ eban population grougs: Diflery suppasals sy ook be sck-Se e ade selan corusatenses [Fpou ae peognend, trasng & babey, or e @ obeoin? medead fossdifegn, S0ch e,
Snhelae, hypesiensen ar heest digears, b= s io conedl youn doclor or phammacist befors puechasrg or lalang ooy npplerest. Whis vibaran end mnerd neplbeels we wsdely uaed ind genenidly « cesideged esfe
for childeen, you may wish to hegicwith your dootor oo phermarie befare greng thess of sy other detery supplesrends ta Foue ckild. If wou plen 1o s & debey supplegrsnt i phacs of dugs or o o ombiret v with
wivyf i, Lell ypeiir beicallh 2 are prsdsider fasl Moy nuephoenls onban sf b sy ediesds Lhal Bave sinong lealdgesad afTicks el e aalely o fisl aléraye asdishicd o dll wiers I you havie Sl heall coseditans

ared take the e products. you may be plecng yoarssl ol sk

o Same supplewewis may iEereet with presoription sl over-the csnmer mediciees,
Talassg o cembonalion of supelearnta o usn g these producls lngelber sh swedic coes (ebaiSar prascnpbien or OTC dugs) ceudd und ey serlan corumnsancos predose sdvems slfesis, same sl sdach coukd
s Efecghremienng. Be e bo admsomes shonk these products, wheiher taken sores or m oomtensiion. F g eousple: Gosmudin (o presosplion mednine, gokga biobe (an herbal supglement), espain (s OTC
i) el wilame £k vilaees dupplesesl) ddn adth B the Blosd, end ldking eny of ek oo duels Logethes S aenkal s Dehopobehlol For sibdsal Mladeig C cohlsening 20 Iaha's Ao wilh e HIT diigs
egraticanthy reduser Sew effectorenses. 51 John's Teont may sleo resfuce the efferimreness of precomplion desgy for heart dewssse, depessmion. semres, corbam Sancemn of onl ronsieceplorss _'_I
-

& 7T et




